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DETAILED ACTION 

Response to Arguments 

Applicant's arguments with respect to claims 1-10, 13-14, 16-26, 29-30, 32-43, 
46-47 and 49-57 have been considered but are moot in view of the new ground(s) of 
rejection necessitated by amendment. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 . Claims 1-10,1 3-1 4, 1 6-26, 29-30, 32-43, 46-47 and 49-57 stand provisionally 
rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable overclaims 1-58 of copending Application No. 10/727,008 (US Patent 
Application 20040172080 A1). Although the conflicting claims are not identical, they are 
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not patentably distinct from each other because intrathoracic electrical impedance is a 
physiological parameter. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 . Claims 1-10,13-14,1 6-26, 29-30, 32, 34-43, 46, 49-50, 52-57 and 59-63 

are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 

particularly point out and distinctly claim the subject matter which applicant regards as 

the invention. Claims 1 , 4, 14, 17, 20, 30, 34 and 50 recites the limitation "the measured 

physiologic parameters being one of pressure, heart rate variability and activity level". 

However, the claims also recite the measured physiologic parameter is pressure, heart 

rate variability and activity level. It is unclear if the Applicant intends to claim all three 

physiological parameters, or one. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
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1 . Claims 1-10,1 3-1 4, 1 6-26, 29-30, 32, 34-43, 46, 49-50, 52-57 and 59-63 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Hautala et al. (US Patent 
Publication 20010027266 A1). Hautala et al. discloses a heart rate measuring device. 
As Hautala et al. discloses on page 1 , paragraph 9, "an anaerobic threshold value, i.e. 
the threshold value of heart rate, is found on the basis of changes in heart rate variation. 
Here heart rate variation means temporal variations in heart beats around the expected 
moments at which the heart should beat. In a preferred embodiment, the variation is 
calculated as moving standard deviation, but it, can also be calculated by another prior 
art mathematical method, e.g. by a method which utilizes the distribution function 
between the heart rate and the heart rate variation. As a function of heart rate, the heart 
rate variation naturally decreases as the heart rate, i.e. the heart beat frequency, 
increases. FIG. 1 illustrates variation as a function 100 of heart rate, i.e. the x axis 104 
shows the heart rate as per cent of the maximum heart rate and the y axis 102 shows 
standard deviation as milliseconds around the expected moment at which the heart 
should beat. FIG. 1 illustrates dependency between the heart rate variation and the 
heart rate, which applies to the majority of people. When the heart rate level is e.g. 40% 
of the maximum heart rate, the heart rate variation is between 15 to 25 milliseconds. 
The maximum heart rate means the heart rate value that can be calculated e.g. by the 
formula (220-age), in which case the maximum heart rate of a 40-year old person is 
180. The maximum heart rate can also be measured at the maximal workload or 
determined from the person's physiological properties using a neural network, for 
instance. It can be seen from FIG. 1 that as the heart rate level approaches the 
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maximum heart rate, the heart rate variation decreases considerably". The examiner 
considers the moving standard deviation to be representative of the adaptive baseline 
trend. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 1-10,13-14,1 6-26, 29-30, 32-43, 46-47 and 49-57 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Stadler et al. (US Patent Publication 
20040172080 A1 ). Stadler et al. discloses "a method and apparatus for detection of 
changes in impedance [in] a patient that includes generating measured impedances, 
generating an adaptive baseline trend of the measured impedances corresponding to a 
first time period, generating a short term trend of the measured impedances 
corresponding to a second time period less than the first time period, and generating a 
metric of impedance change between the adaptive baseline trend and one of a most 
recent measured impedance and the short term trend of the measured 
impedances"(Abstract). Furthermore, Stadler et al. discloses the employment of activity 
sensors, as well as sensors for measuring pressure (page 2, paragraph 31). 

Stadler et al. discloses the claimed invention except for updating the adaptive 
baseline trend with the physiological parameters of pressure, heart rate variability and 
activity level. It would have been obvious to one having ordinary skill in the art at the 
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time the invention was made to use the physiologic parameters of pressure, heart rate 
variability and activity level instead of impedance in order to provide the predictable 
results of modifying the trend in order to monitor patient's activity and cardiac function 
for a patient with a pre-existing cardiac condition. 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1 ) a showing under 37 CFR 1 .1 32 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not an 
invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1 .131 ; or (3) an oath or declaration under 37 CFR 1 .130 stating that the application and 
reference are currently owned by the same party and that the inventor named in the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 
in accordance with 37 CFR 1 .321 (c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alyssa M. Alter whose telephone number is (571)272- 
4939. The examiner can normally be reached on M-F 8am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/George R Evanisko/ 

Primary Examiner, Art Unit 3762 



/Alyssa M Alter/ 
Examiner 
Art Unit 3762 



